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Dear Mr. Berthoin:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMIA),
it may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CER Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small M~anufacturcrs, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
littp://www.fda.g~ov/MedicalDcvices/Rcesourcesfo-Yo/ditry/cf8Utllhltrn. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
lhttp://wwwvN.fda.,-ov/MedicaDevices/Saetv/ReortaProbleii/def'ault.hitni for the CDRH's Oflice
of Surveillance and Biomietrics/Division of Postmarket Surveillance.

You may obtain other general inflormation on your responsibilities under the Act from the
Division of Small Mantufacturers. International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
littp://x vwAw . Fda.gov/MedicalDcvices/ResourcesforYou/Ijduistry/def-ault.hitnl.

Sincerely yours,

fo r
Janine M. Morris
Director
Division of Radiological H-ealth
Office of In Vitro Diagnostics

and Radiological HeIalth
Center for Devices and Radiological Health

Enclosure



510(k) Number (Nkniown)
K133007

Device Name
DX3000 Portable X-Ray System

Indications for Use (Dsrib)

DX3000 is a portable x-ray system indicated for taking diagnostic dental x-rays for both pediatric and adult patients using inirsorsi
film or digital seasors

Type of Use (Saeec one or both, as applicable)

j~Prescription Use (Part 21 CFR 801 Subpart D) I]Over-The-Counter Use (21 CFR 807 Subpart C)
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This section applies only to requirements of the Paperwork Reduction Act of 1995.

*D0 NOT SEND) YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW
The burden timne for this collection of Information Is estimated to average 79 hours per response. Including the
time to review Instructions; search existing data sources, gather and maintain the data needed and complete
and review the collection of Information. Send comments regarding this burden estimate or any other aspect
of this information collection, Including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff(5fd.hhagov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
in! onnaton unless Nt dispclays a currently valid 0MB numbser.'
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